






 

 
 
 
 
6. 510 (k) Summary  
 
Name:   Wilson-Cook Medical, Inc. /Cook Endoscopy 
Address:  4900 Bethania Station Road 
   Winston-Salem, North Carolina 27105 
Phone:  (336) 744-0157 
Fax:   (336) 201-5994 
Contact:  Ashley Howard, Regulatory Affairs Specialist I 
Date:   December 30, 2015 
Trade Name:  Howell Biliary Aspiration Needle 
Common Name: Biliary Aspiration Needle 
Classification Name: Gastroenterology-Urology biopsy instrument (21 CFR 876.1075, Product 

Code FCK) 
Legally Marketed 
Devices: Wilson-Cook Biliary Aspiration Needle (K895900) 
Description of the  
Device: The Howell Biliary Aspiration Needle is a sterile, single use device that 

consists of a luer slip handle with adjustment wheel, outer catheter sheath, 
needle catheter with needle, stylet and winged hub. The device is 
compatible with endoscopes with a minimum accessory channel of 
2.8 mm. The Howell Biliary Aspiration Needle is 200 cm long. The 
catheter is comprised of PTFE while the needle is stainless steel and the 
stylet is nitinol.  

Intended Use: The Howell Biliary Aspiration Needle is used for aspiration biopsy in the 
biliary system. 

Technological 
Characteristics: The Howell Biliary Aspiration Needle has the same technological 

characteristics as the Wilson-Cook Biliary Aspiration Needle (K895900) 
in terms of general design and function, but has minor differences in terms 
of handle mechanism and the addition of a stylet. 

Performance Data: Performance testing consisting of non-clinical bench testing demonstrates 
that the Howell Biliary Aspiration Needle met the performance 
requirements to fulfill the intended use of the device. The device is 
substantially equivalent to the cleared predicate device.  
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